Background: Caregivers of hemodialysis patients spend a large amount of time providing care to these patients while tolerating fatigue and stress. This study evaluated a family-centered empowerment program on the care burden and self-efficacy of hemodialysis patient caregivers based on social cognitive theory. Methods: In this randomized clinical trial, 70 family caregivers of hemodialysis patients in Isfahan, Iran, were selected and randomly allocated to intervention and control groups, in 2015-2016. Two questionnaires were used to collect the family caregivers' characteristics, care burden, and self-efficacy, and patients' negative and positive outcomes expectancies. Data were analyzed using SPSS before, immediately after, and 2 months after the intervention. Results: There was no significant difference in the mean scores of care burden, positive outcomes expectancies, negative outcomes expectancies, and self-efficacy between the two groups before the intervention. However, there were significant differences in the post-test and follow-up data analyses (P<0.05). Conclusion: Given the degenerative nature of chronic kidney disease, it can be considered as a source of long-term and chronic stress for caregivers. Therefore, by implementing an empowerment program, caregiving behaviors can be improved, positive outcomes expectancies can be increased, and negative outcomes expectancies can be reduced.
INTRODUCTION
The number of people with kidney failure worldwide is rising substantially, with more than 1 million people losing their lives to chronic kidney failure annually. 1, 2) The incidence rate of chronic kidney failure is increasing not only in western societies, but also in the developing countries, 3) such that more than 1,500,000 people live on hemodialysis, dialysis, and kidney transplant today, which is predicted to double in the next decade. [4] [5] [6] A comparison of available statistics of recent years reveals that Iran is also facing an increased prevalence of kidney disease patients. Kazemi et al. 7) in 2011 reported that around 11,000 patients were undergoing dialysis in Iran.
Patients suffering from chronic kidney failure depend on family members for routine tasks. Studies show that the availability of the patient's spouse or other family members improves his/her quality of life. 8, 9) Nowadays, most care for patients with chronic diseases, such as hemodialysis, is delivered by family members. It is estimated that more than 90% of care for chronic patients in the United States is delivered by their families. 5) Unfortunately, accurate statistics regarding the number of family members caring for patients with chronic diseases, including hemodialysis, are unavailable in Iran, which could be due to insufficient attention towards the families' role in caring for patients and documenting their conditions in the national health system. 4, 5) Compared to the caregivers of other chronic diseases, caregivers of patients with hemodialysis face various difficulties and problems, including frequent hospitalization and multiple drug administration to the patients. 10) It should be mentioned that living with kidney failure is stressful and limiting for both the patient and the caregiver. 11, 12) Since the family members usually perform difficult caregiving tasks without any prior instructions, readiness, or preparation, they face many difficulties and challenges in caring for the patient. 12, 13) The pressure of de-livering nursing care to the patient and the signs of depression are among the most common negative impacts. 14) The mere provision of care could threaten the caregivers' well-being, which in turn could hinder the caregiving process. For the caregivers to continue their role, their distress and needs must be addressed. 12, 15) The care provided by caregivers under heavy pressure would also be insufficient. The amount of care needed, the time allocated to the patient per day or week, potential personality disorders in the patients, and the instability of their conditions, and worsening of their condition overnight could be used to predict the amount of physical and mental pressure on the caregiver. In the case of a domestic conflict or dispute, especially between primary and secondary caregivers, less care is provided to the patient. [16] [17] [18] One of the most important behavioral theories providing a good understanding of the patients' behavior outcomes is the social cognitive theory. The theoretical framework of this theory is based on the assumption that the actualization of the desired behavior results from the integration of cognitive, psychological, and social factors. 10) Considering the above-mentioned, 15) the social cognitive theory can also be used in family-centered intervention programs for hemodialysis patient caregivers. Family-centered care in Iran is the best way to identify the needs and physical and psychological problems of families. In this caretaking model, caregivers and other members of the treatment team provides care programs for all family members as caregivers, so that the family involvement in planning, decision-making, and provision of special care can transform a patient-centered care program into a patient-and-family-centered care program. Therefore, given the increasing number of hemodialysis patients in Iran, its consequences on the country's health system and the patients' families, the importance and complexity of the subject of home caregiving, multiplicity of tasks that caregivers are expected to do for these patients for disease management, and the paucity of research on care- A brief description of empowerment intervention program meetings based on social cognitive theory in this study is as follows:
First Session
In the first session, the researcher first introduced himself to the caregivers, welcomed all the potential participants, explained the objectives, and provided a summary of the workshop. The purpose of the first session was to familiarize with each other and break the ice; the participants were asked to introduce themselves and briefly express their expectations and needs.
Second Session
The second session aimed to reduce the care burden of the patients.
The meeting aimed to solve the caregivers' problems and help them familiarize with and understand the issues.
Third Session
The meeting was conducted as a focus group discussion to collect information and implement self-efficacy improvement strategies for caregivers. The purpose of increasing self-efficacy in this session was to develop and strengthen self-esteem, a sense of competence, selfawareness skills such as knowledge about rights and values, attitudes and strengths, creativity and reinforcement of goal-setting skills, development of self-assessment skills, and self-confidence. 
Fourth Session

RESULTS
The control and intervention groups were demographically evaluated at baseline ( The results of the present study showed that there was no significant difference in the mean score of care burden between the two groups before the intervention. However, this difference was Table 2) .
The findings revealed no significant difference in the mean score of negative outcomes expectancies between the two groups before the intervention. However, this difference was significant in the post-test (P≤0.05). An independent t-test was used to evaluate the effect of training on decreasing negative outcomes expectancies in post-intervention data analysis. A significant difference in the mean score was found between the pre-intervention and post-intervention in the interven- Values are presented as %. Values are presented as mean±standard deviation, unless otherwise stated. The range of care burden scores is between 7 and 49. ANOVA results in the intervention group showed a significant difference in the trend of changes in the mean score among the three measurements. However, it was not significant in the control group. The overall effect size of the training in the three measurements of the intervention group was 0.01, and the effect of training was 0.29 in the second measurement compared to the control group (Table 3) .
No significant difference in the mean score of positive outcomes expectancies was found between the two groups before the intervention.
This difference was significant in the post-test and follow-up based on the two-way ANOVA results (P≤0.05). The results revealed a significant difference in the mean score of positive outcomes expectancies between pre-intervention and post-intervention in the intervention group (t=5.42, P<0.001), whereas the corresponding difference in the control group was not significant (t=1.01, P=0.33). The repeated-measures ANOVA results in the intervention group showed a significant difference in the trend of change in the mean scores among the three measurements. However, this difference was insignificant in the control group. The overall effect size of the training in the three measurements of the intervention group was 0.38, and the effect of training was obtained 0.22 in the second measurement compared to the control group. The results indicated that the time factor was effective in decreasing the score of positive outcomes expectancies in the intervention group, but this effect was low so that there was no significant dif-ference in the mean score of positive outcomes expectancies between the two groups at 2-month follow-up (Table 4 ).
The results of our study also revealed no significant difference in the mean score of self-efficacy between the two groups before the intervention. This difference was significant in the post-test and follow-up based on the two-way ANOVA results (P<0.05). Post-intervention data analysis was performed to evaluate the effect of training on the increase in self-efficacy, which showed a significant difference in mean score before and after the intervention in the intervention group (t=5.04, P<0.001), whereas the corresponding difference in the control group was not significant (t=0.69, P=0.49). As compared to the control group, the repeated-measures ANOVA results in the intervention group showed a significant difference in the trend of change in the mean score among the three measurements. The overall effect of training in the three measurements of the intervention group was 0.26, and the effect of training in the second measurement was 0.05 (Table   5 ).
DISCUSSION
The findings of this study showed that the mean score of care burden in the intervention group decreased both immediately and 2 months after the implementation of the empowerment program compared to pre-intervention, whereas the care burden in the control group intensified, but not significantly. Values are presented as mean±standard deviation, unless otherwise stated. The range of positive outcome expectations scores is between 3 and 21. ES, effect size. Values are presented as mean±standard deviation, unless otherwise stated. The range of self-efficacy scores is between 7 and 49. df, degrees of freedom; ES, effect size.
Care burden refers to issues that are extremely challenging to the patients and their families. They usually report numerous health issues. Since the care burden is not a disease but a latent problem, both the patient and the caregiver suffer from it. They strongly need to be understood and supported. 19) In another study in a similar setting, Magliano et al. 20) in 2006 examined the effectiveness of a family intervention to reduce the care burden in the family caregivers of schizophrenic patients. After a 6-month intervention, consistent with our findings, a significant improvement in mental status and social functioning of the patients and a reduction in care burden in the caregivers were reported.
The findings of this study on the negative outcomes expectancies of caregivers showed that the mean scores in the intervention group decreased immediately after the intervention. However, the difference was not significant 2 months later. As for the positive outcomes expectancies, the current study showed that the mean score in the intervention group significantly increased immediately and 2 months after the intervention.
The study of Bullen et al. 21) in 2014 also revealed that merely participating in an intervention program would not help overcome perceived barriers and reduce negative cognitive-behavioral processes toward caregiving but would increase perceived benefits, which is consistent with the results of the present study.
Moreover, the findings of this study on self-efficacy of caregivers showed that the mean self-efficacy score in the intervention group increased immediately and 2 months after the intervention compared to pre-intervention, but it was unchanged in the control group.
Nogales-Gonzalez et al. 22) in 2015 conducted a similar study in which they observed that caregivers with high self-efficacy are protect- Sorensen et al. 26) in 2002 similarly found that individual intervention for each caregiver was more effective in increasing their welfare and self-efficacy than group intervention. However, group interventions have been reported to be more effective in addressing the symptoms of the patients. They reported that the impact of interventions de-signed for caregivers lasted for about 7 months; few studies have been conducted with long-term follow-ups. In a study, counseling caused an increase in the quality of life and reduced the care burden among caregivers of stroke survivors. 26, 27) The findings of our study also showed that a group empowerment intervention program effectively reduced care burden and increased self-efficacy in caregivers.
The limitations of this study include the short duration of the intervention and the difficulties of caregivers' follow-up, which prevented us from following up on the caregivers for a longer period. It is, therefore, suggested that subsequent studies should include long-term interventions with an increased number of follow-ups.
In conclusion, the results of the present study showed that caring for a hemodialysis patient can induce stressful situations for caregivers, and empowering caregivers through the implementation of interventions to learn the methods of patient care management will improve their well-being. Therefore, the care burden of caregivers can be reduced, and their self-efficacy can be improved by implementing empowerment programs.
